SEYA et at. - Appin. No. 10/536,802 

REMARKS 

Claims 1-4, 6, 9, 27 and 33-37 are pending. Non-elected claims 24, 26, 28, 30 
and 32 were withdrawn from consideration by the Examiner. Applicants cancel the non- 
elected claims without prejudice to future prosecution of that subject matter. Amend- 
ments are fully supported by the original disclosure and, thus, no new matter is added 
by their entry. Substitute paper and computer readable forms of the Sequence Listing 
are being submitted herewith in response to the Examiner's requirement. Sequence 
identifiers are inserted in the specification. The paper and computer readable forms of 
the Sequence Listing do not add new matter, and their contents are the same. A mis- 
translation in claim 6 is corrected by replacing "villous tumor" with -papilloma--. 

It was alleged on page 3 of the Action that a certified copy of the priority docu- 
ment was not filed. Applicants provided a certified copy to the Receiving Office under 
PCT Rule 17. Its receipt by the International Bureau was acknowledged in the attached 
Notification. A copy should have been forwarded by WIPO to each of the designated 
offices. See also M.P.E.P. § 1893.03(c). Therefore, in accordance with M.P.E.P. § 1896 
III, the Examiner is respectfully requested to consult with the Special Program Examiner 
in the Technology Center to obtain a certified copy of the priority document. Also see 
PCT Rule 17.2 which states, "No such Office shall ask the applicant himself to furnish it 
with a copy." Acknowledgement is requested that the priority document was received. 

35U.S.C. 101 -Utility 

Claims 1-2, 4-5, 8, 23, 25 and 33-34 were rejected under Section 101 because 
they are allegedly "directed to non-statutory subject matter." Applicants traverse as the 
present amendments moot this objection. 

Withdrawal of the Section 101 rejection is requested, 

35 U.S.C. 112- Enablement and Written Description 
Claims 4-10, 23, 25, 29 and 31 were rejected under Section 112, first paragraph, 
because it was alleged that the specification "does not reasonably provide enablement 
for a therapeutic agent for treating a disease that is able to ameliorated by enhancing 
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type I interferon production, said agent comprising a cell comprising a vector that is 
comprised a gene encoding the polypeptide of SEQ ID NO:2." Applicants traverse. 

It was alleged on page 4 of the Action, "Claims 4-10 are drawn to a therapeutic 
agent for treating unidentified diseases." In response, Applicants have amended claims 
4, 6 and 9 to specify that the treated disease is cancer. It is found that dendritic ceils of 
TICAM-1 gene deficient mice cannot activate NK cells and, therefore, antitumor activity 
is reduced. See Akazawa et al. references: PNAS, 104:252-257 (2007) and FEBS Lett., 
581 :3334-3340 (2007). Therefore, treatment of cancer by the claimed invention does 
not require undue experimentation. 

The other objections applying to claims 5, 7-8, 10, 23, 25, 29 and 31 are mooted 
by their cancellation. 

Claims 23, 25, 29 and 31 were rejected under Section 112, first paragraph, as 
allegedly "failing to comply with the written description requirement." Applicants traverse 
because, as noted above, cancellation of claims 23, 25, 29 and 31 moots the objection. 

Withdrawal of the Section 112, first paragraph, rejections is requested. 

35 U.S. C. 112- Definiteness 

Claims 4-6 were rejected under Section 112, second paragraph, as allegedly 
Indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention." Applicants traverse because the claims as amended 
are clear and definite. 

Claims 3-6 were rejected under Section 112, second paragraph, as allegedly "the 
recitation of the intended use, does not further limit the structure recited in claim 1 ." 
Applicants traverse because the claims as amended are directed to methods instead of 
the intended use of a product. 

The claims are rewritten in idiomatic English as required by the Examiner. This 
includes correction of a mistranslation of claim 6. 

Withdrawal of the Section 112, second paragraph, rejections is requested. 
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35 U.S.C. 102 -Novelty 

A claim is anticipated only if each and every limitation as set forth in the claim is 
found, either expressly or inherently described, in a single prior art reference. Verdegaal 
Bros. v. Union Oil Co. of Calif., 2 USPQ2d 1051, 1053 (Fed. Cir. 1987), The identical 
invention must be shown in as complete detail as is claimed. See Richardson v. Suzuki 
Motor Co., 9 USPQ2d 1913, 1920 (Fed. Cir. 1989). 

Claims 1-10 were rejected under Section 102(b) as allegedly anticipated by Lai et 
al, (WO-00/78954-A2). Applicants traverse because Lai does not teach the limitations 
required by the claims as amended. 

La! neither discloses nor suggests that production of Type I interferon is strongly 
enhanced by introducing a recombinant expression vector containing a gene encoding a 
protein comprising the amino acid sequence set forth in SEQ ID NO: 2 to a cell in which 
the Toll-like receptor 3 is expressed. Therefore, the amended method claims could not 
have been conceived by a person skilled in the art based on Lai's disclosure. 

Claims 1-10 were rejected under Section 102(b) as allegedly anticipated by 
Accession Number 075532. Applicants traverse because the cited database entry does 
not teach the limitations required by the claims as amended. 

Accession Number 075532 neither discloses nor suggests that production of 
Type I interferon is strongly enhanced by introducing a recombinant expression vector 
containing a gene encoding a protein comprising the amino acid sequence set forth in 
SEQ ID NO: 2 to a cell in which the Toll-like receptor 3 is expressed. Therefore, the 
amended method claims could not have been conceived by a person skilled in the art 
based on the database entry of Accession Number 075532. 

Claims 1-10, 23, 25, 27, 29, 31 and 33-36 were rejected under Section 102(b) as 
allegedly anticipated by Matsuda et a!. (WO-02/53737-A1 ). Applicants traverse because 
Matsuda does not teach the limitations required by the claims as amended. 

Matsuda discloses a large number of proteins, which each activate NF-kB when 
a gene encoding the protein is introduced and expressed in a cell. Out of the proteins, 
the amino acid sequence set forth in SEQ !D NO: 154 is the same as the amino acid 
sequence set forth in SEQ ID NO: 2 of the present application. Further, a "compound for 
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inhibiting or promoting activation of NF-kB screened with use of a protein having the 
effect of activating NF-kB," an "antibody specifically binding to a protein having the 
effect of activating NF-kB," and an "antisense oligonucleotide for a gene encoding a 
protein having the effect of activating NF-kB" are disclosed as effective as a therapeutic 
agent for treating or preventing diseases caused by undesirable activation of NF-kB, 

Matsuda discloses a cell to which a recombinant expression vector that contains 
a gene encoding a protein comprising the amino acid sequence set forth in SEQ ID NO: 
2 of the present application is introduced. But Matsuda neither teaches nor suggests 
that a Toll-like receptor 3 is expressed in the cell. Therefore, claims 1 and 3-4 of the 
present application could not have been conceived by a person skilled in the art based 
on Matsuda's disclosure. Further, Matsuda neither discloses nor suggests that produc- 
tion of type I interferon is strongly enhanced by introducing a recombinant expression 
vector containing a gene encoding a protein comprising the amino acid sequence set 
forth in SEQ ID NO: 2 of the present application to a cell. Therefore, claims 1, 3-4 and 9 
of the present application could not have been conceived by a person skilled in the art 
based on Matsuda's disclosure. 

Withdrawal of the Section 102 rejections is requested. 

Conclusion 

Having fully responded to the pending Office Action, Applicants submit that the 
claims are in condition for allowance and earnestly solicit an early Notice to that effect. 
The Examiner is invited to contact the undersigned if any further information is required. 

Respectfully submitted, 
NIXON & VANDERHYE P.C. 

By: /Gary R. Tanigawa/ 

Gary R. Tanigawa 
Reg. No. 43,180 

901 North Glebe Road, 11th Floor 
Arlington, VA 22203-1808 
Telephone: (703) 816-4000 
Facsimile: (703)816-4100 
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